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§11-113-1

811-113-33 Renedi es
§11-113- 34 Severability clause

811-113-1 Purpose. The purpose of this chapter is
to ensure that appropriate and uniform substance abuse
test procedures are enpl oyed t hroughout the State, to
protect the privacy rights of persons tested, and to
achi eve reliable and accurate results. [ Ef f
] (Auth: HRS 88329B-1, 329B-8) (Inp: HRS 8329B-1)

811-113-2 Definitions. As used in this chapter:

"Al cohol " neans ethyl al cohol.

"Chai n of custody" neans procedures to account for
the integrity of each specinmen by tracking its handling
and storage from point of specinen collection to fina
di sposition of the specinen.

"Col lection site" neans a place where the
i ndi vidual presents hinself or herself for the purpose
of providing a urine or blood specinen for substance
abuse testing.

"Col l ection site person" means a person who
instructs and assists individuals at a collection site
and who receives and nmakes an initial examnation of the
urine speci nens provi ded by those individuals.

"Col | ector of blood specinmens” nmeans a person who
collects a bl ood speci men pursuant to section 11-113-7.

"Confirmatory test” means a control |l ed substance or
al cohol test that uses a nethod of anal ysis determ ned
by the director of health to be reliable in
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establishing the identity and quantity of al cohol,
drugs, or netabolites of drugs in the specinen.

"Cutoff level"” neans that concentration of a
subst ance, established by the director, in a specinmen
bel ow which dictates a negative result for that test.

"Departnent” neans the departnent of health, State
of Hawai i .

“"Director” or "director of health" neans the
director of the departnent of health.

"Drug" neans a controlled substance as defined in
chapter 329, Hawaii Revi sed Statutes.

"Fal se positive" means reporting the presence of a
drug or its nmetabolite or al cohol which is not present
at or above the cut-off |evel.

“Medi cal review officer"” means an individual
i censed by the departnent, who has know edge of
subst ance abuse di sorders and toxi col ogy as det erm ned
by the departnent, and is appointed by the third party
to receive, review, and interpret the results of
| aboratory tests requested by the third party.

“Medi cation disclosure form' neans a form approved
by the director for the individual to be tested for the
presence of drugs to voluntarily disclose any
over -t he-counter medication or prescribed drugs that the
i ndi vidual has taken within the previous thirty days.

"Negat i ve speci nen” means a speci nen whi ch was
found to have negative test results for all substances
for which the specinmen was tested.

"Negative test result” nmeans either a finding by
testing of the absence of drugs, alcohol, or the
nmet abol ites of drugs, or their presence bel ow the cutoff
| evels, in the specinmen tested, or a positive test
result which the medical review officer determnes to be
not attributable to substance abuse.

"ng/mM" means nanograns per milliliter of liquid
speci nen.

"Positive specinen” means a speci nen whi ch was
found to have a positive test result.

"Positive test result” nmeans a finding by
confirmatory testing of the presence of drugs, alcohol,
or the netabolites of drugs in the specinen tested in
| evel s at or above the cutoff |evels.

"Presunptive positive test result” neans a finding,
by a screening test, of the presence of drugs or the
nmet abol ites of drugs at or above the cutoff |evels.

" Speci men" means urine, blood, or such other sanple
that the departnent determnes to be appropriate for
subst ance abuse testing.
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§11-113-1

"Screening test" nmeans a | aboratory test to
el i mnate negative speci nens fromfurther consideration.

"State" means State of Hawaii unless otherw se
speci fi ed.

" Subst ance abuse test" nmeans any testing procedure,
excluding toxicology tests used in the direct clinica
managenent of patients and tests for alcohol related to
chapters 286 and 291, Hawaii Revised Statutes, designed
to take and anal yze body fluids or materials fromthe
body for the purpose of neasuring the anmount of drugs,
al cohol, or the metabolites of drugs in the specinen
t est ed.

"Third party" means any person, agency, enployer or
any other entity who requests substance abuse testing of
anot her person or persons. Unl ess ot herw se specified,
“"third party" shall include the party's designated
staff.

"Verified positive test result” neans a
determ nation by the nedical review officer that a
positive test result for drugs, the nmetabolites of
drugs, or alcohol can be attributed to substance abuse.
[ Ef f ] (Auth: HRS 88329B-2, 329B-8) (I np:
HRS 8329B- 2)

811-113-3 Exenptions. Toxicol ogy testing used
in the direct clinical managenent of patients, testing
for al cohol related to chapters 286 and 291, Hawai i
Revi sed Statutes, testing pursuant to subpart c of the
Mandat ory Qui delines for Federal Wrkplace Drug Testing
Prograns (53 FR 11986), and testing for third parties
who are covered by any drug testing regul ation
promul gated by the Hawaii departnent of transportation
or the U.S. Departnent of Transportation or any other
federal agencies, are exenpt fromthe provisions of this
chapter. [Eff ] (Auth: HRS §8329B- 2,
329B- 3, 329B-4, 329B-8) (Inp: 88329B-2, 329B-3, 329B-4)

811-113-4  Substances of abuse. Pursuant to this
chapter, substances of abuse or their netabolites shal
i ncl ude:

(1) Mari j uana
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§11-113-2

(2) Cocaine

(3) anphet am nes
(4) Qoi at es

(5) Phencycl i di ne
(6) Bar bi tur at es
(7) Met haqual one
(8) Benzodi azepi nes
(9) Pr opoxyphene
(10) Met hadone

(11) Al cohol; and
(12) Any other controlled substances in chapter

329, Hawaii Revi sed
Statutes, and approved by the
director.[Eff
(Auth: HRS 88329B-2, 329B-8)
(I'nmp: HRS 8329B-2)

811-113-5  Specinen collection. (a) Prior to the
coll ection of any sanple for substance abuse testing,
the individual to be tested shall be supplied by the
third party wth:

(1) A witten statement of the specific

substances to be tested for;

(2) A statement that over-the-counter nedications
or prescribed drugs may result in a positive
test result; and

(3) A nedication disclosure form

b The individual shall be informed in witing
that providing information on the nedication disclosure
formis optional and that the individual shall maintain
custody of the form provided that the individual may
voluntarily disclose the informati on contained in the
nmedi cati on disclosure formto the nmedical review
of ficer.

(c) The third party or |aboratory shall provide
one or nore designated collection sites which have
necessary personnel, materials, equipnment, facilities,
and supervision to provide the collection, security,
tenporary storage, and provisions for shipping or
transportation of specinens to a substance abuse testing
| abor at ory.

(d) Procedures of the third party or the
| aboratory shall provide for the designated collection
site to be secure. |If a facility cannot be dedi cated
solely to specinen collection, the portion of the
facility being used for specinen collection shall be
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§11-113-5

secure during the collection process.

(e) Chain of custody forns for specinens shall be
properly executed by the collection site person or the
col l ector of bl ood specinens authorized by the third
party or the | aboratory, upon receipt of specinens.

(f) No unaut hori zed personnel shall be permtted
in any part of the designated collection site when
speci nens are col | ect ed.

(g) The collection site person or the collector
of bl ood specinens shall not proceed with the collection
wi t hout establishing the identity of the individual,
such as with a photographic identification card or
driver's license, or by verification of identity by the
third party.

(h) If the individual fails to arrive at the
assigned tinme, the collection site person or the
col l ector of bl ood specinens shall contact the third
party for instructions.

(1) Col I ection site personnel shall arrange to
have the col |l ected specinmens transported to the drug
testing | aboratory. The specinens shall be placed in
containers designed to mnimze the possibility of
damage during shipnent. The containers shall be securely
sealed to elimnate the possibility of undetected
tanmpering. On the tape sealing the container, the
collection site person or the collector of blood
speci nens shall sign and enter the date specinens were
sealed in the container for shipnment. The chain of
cust ody docunentation shall be attached to each
contai ner sealed for shipnent to the drug testing
| abor at ory.

(j) A copy of that part of the permanent record
book containing information about the sanples shall be
forwarded to the nedical review officer

(k)  The permanent record book shall be the
property of the third party, and the contents shall not
be released to the testing | aboratory.

(1) Al information contained in the permanent
record book and the chain of custody forns shall be kept
confidential. [Eff ] (Auth: HRS 88329B-4,
329B-5, 329B-6, 329B-8) (Inp: HRS 88329B-4, 329B-5,
329B- 6)

811-113-6 WUrine specinen. (a) In addition to
section 11-113-5 of this chapter, the collection of
urine speci nens shall include the follow ng:

(1) Procedures for collecting urine specinens

shall allow for individual privacy unless
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(2)

(3)
(4)

(5)

(6)
(7)

(8)

(9)

there is reason to believe that a particul ar

i ndi vidual nay alter or substitute the

speci men to be provi ded.

The col lection site person shall ask the

i ndi vidual to renove any unnecessary outer

garments such as a coat or jacket that m ght

conceal itens or substances that coul d be
used to tanper with or adulterate the

i ndi vidual's urine specinmen. The collection

site person shall ensure that all persona

bel ongi ngs such as a purse or briefcase

remain wWwth the outer garnents. The

i ndividual may retain his or her wallet.

The individual shall be instructed to wash

and dry his or her hands prior to urination.

After washi ng hands, the individual shal

remain in the presence of the collection site

person and shall not use any water fountain,
faucet, soap di spenser, cleaning agent or any
other material which could be used to

adul terate the speci nen

Toil et bluing agents shall be placed in

toil et tanks wherever possible, so the water

in the toilet bow remains blue. There shal

be no other source of water in the enclosure
where urination occurs.

The col lection site person shall instruct the

i ndi vidual not to flush the toilet.

The individual may provide his or her

specinmen in the privacy of a stall or

ot herwi se partitioned area that allows for

i ndi vi dual privacy.

The collection site person shall note in

witing in the chain of custody form any

unusual behavi or or appearance of the

i ndi vi dual

In the event that a third party-designated

collection site is not accessible and there

is an i medi ate requi renment for specinmen
collection, a public rest roommay be used
according to the foll ow ng procedures:

(A) A collection site person of the same
gender as the individual shall acconpany
the individual into the public rest room
whi ch shall be nmade secure during the
col |l ection procedure.

(B) If possible, a toilet bluing agent shall
be placed in the bow and any accessible
toilet tank.

(C The collection site person shall remain
in the rest room but outside the stall,
until the specinen is collected.

(D) If no bluing agent is avail able, the
collection site person shall instruct
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§11-113-5

(10)

(11)

(12)

(13)

(14)

(15)

the individual not to flush the toil et
until the specinen is delivered to the
col l ection site person.
(E) After the collection site person has
possessi on of the specinen, the
I ndividual will be instructed to flush
the toilet and to participate with the
col lection site person in conpleting the
chai n of custody procedures.
Upon receiving the specinmen fromthe
i ndi vidual, the collection site person shal
determne that it contains at least thirty
mlliliters of urine. If there is |less than
thirty mlliliters of urine in the bottle,
the bottle and contents shall be discarded
and anot her urine speci nen shall be collected
in a separate container. The individual may
be allowed to drink a reasonabl e amount of
water for this purpose. |If the individua
fails for any reason to provide at |east
thirty mlliliters of urine, the collection
site person shall contact the third party.
After the specinmen has been provi ded and
submtted to the collection site person, the
I ndi vi dual shall be allowed to wash his or
her hands.
| medi ately after the specinmen is collected,
the collection site person shall neasure the
tenperature of the specimen. The tenperature
nmeasuri ng devi ce used shall not contam nate
the specinmen with al cohol, drugs, or the
nmet abol ites of drugs. The time fromurination
to tenperature neasurenent shall not exceed
four m nutes.
The col lection site person shall inspect the
speci men for color and any other signs of
contam nants. Any unusual findings shall be
noted in the chain of custody form
The col lection site person shall inspect the
toilet, urinal or stall where the individual
provi ded the urine specinen for any
I ndi cati on of specinen adulteration.
If the tenperature of a specinen is outside
the range of 32.5 to 37.7 degrees Centi grade,
or 90.5 to 99.8 degrees Fahrenheit, there is
reason to believe that the individual may
have altered or substituted the specinen, and
anot her specinmen may be col | ected under
di rect observation as an option of the third
party, as described in subsection (a)(16) of
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(16)

(17)

(18)

(19)

(20)

(21)

(22)

(23)

(24)

this section. Both specinmens shall be
forwarded to the |l aboratory for testing. An

i ndi vi dual shall be given the option to have
his or her oral tenperature taken to provide
evi dence to counter the reason to believe the
i ndi vi dual nmay have altered or substituted

t he speci nen caused by the specinen's
tenperature falling outside the prescribed
range.

If there is reason to believe that the

i ndi vi dual nmay have altered or substituted

t he speci nen, based on subsections (a)(13) to
(a)(15) of this section, another specinen may
be collected with or without direct
observation by a same gender collection site
person, as an option of the third party. Both
speci mens shall be forwarded to the

| aboratory for testing.

Al'l speci nens suspected of being adulterated
shall be forwarded to the | aboratory for
testing.

The collection site person and the individual
shall be present at the sane tine during
procedures outlined in subsections (a)(19) to
(a)(22) of this section

The speci nen shall be kept in view of both

t he individual being tested and the
collection site person at all tines prior to
and while it is being sealed with the

pl acenent of a tanper-evident tape over the
bottl e cap and down the sides of the bottle.
The col lection site person shall place
securely on the bottle an identification

| abel which contains the date, the

i ndi vi dual ' s speci men nunber, and any ot her

i dentifying informati on provided or required
by the third party.

The individual shall initial the
identification | abel on the specinen bottle
for the purpose of certifying that it is the
speci men col l ected fromhi mor her.

The col lection site person shall enter in the
per manent record book all information

I dentifying the specimen. The collection site
person shall sign the pernmanent record book
next to the identifying information.

The individual shall be asked to read and
sign a statenent in the pernmanent record book
certifying that the specinen identified as
havi ng been collected fromhimor her is in
fact that speci nen he or she provided.

The third party shall review and concur in
advance with any decision that a speci nen be
col l ected under the direct observation of a
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§11-113-5

sane gender collection site person based on a
reason to believe that the individual may
alter or substitute the specinen to be

provi ded.

(25) The collection site person and the sane
gender observer, if applicable, shal
conpl ete the chain of custody form

(26) If the specinmen is not immedi ately prepared
for shipnment, it shall be placed in a
t anper pr oof speci nen bag or shall be secured
by anot her nethod, and placed in an
appropriately saf eguarded | ocation during
t enporary storage.

(27) Wiile any part of the above chain of custody
procedures is being perforned, it is
essential that the urine specinen and cust ody
docunment s be under the control of the
i nvol ved col l ection site person. If the
i nvol ved col |l ection site person | eaves his or
her work station nonentarily, the specinen
and custody formshall be secured. After the
collection site person returns to the work
station, the custody process w |l continue.
If the collection site person is |eaving for
an extended period of time, the specinen and
docunents shall either be packaged for
mai | i ng before he or she | eaves the site, or
be signed over to the custody of another
collection site person prior to |eaving the
area

(b) Col I ection site personnel shall arrange to
have the coll ected specinmens transported to the drug
testing | aboratory. The specinens shall be placed in
containers designed to mnimze the possibility of
damage during shipnent. The containers shall be securely
sealed to elimnate the possibility of undetected
tanmpering. On the tape sealing the container, the
col lection site person shall sign and enter the date
speci mens were sealed in the container for shipnent. The
collection site person shall ensure that the chain of
cust ody docunentation is attached to each contai ner
seal ed for shipnent to the drug testing |aboratory.

(c) A copy of that part of the permanent record
book containing information about the specinens shall be
forwarded to the nedical review officer

(d) The permanent record book shall be the
property of the third party, and the contents shall not
be rel eased to the testing | aboratory.

(e) The collection site personnel shall keep
confidential all information contained in the permanent
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record book and the chain of custody forns.
[ Ef ] (Auth: HRS 8§8329B-4, 329B-5,
329B-6, 329B-8) (Inp: HRS 88329B-4, 329B-5, 329B-6)

811-113-7 Blood specinen. (a) In addition to
section 11-113-5 of this chapter, the collection of
bl ood speci nens shall include the follow ng:

(1) Bl ood speci nens may be drawn only by a
physi ci an, registered nurse, a person with a
clinical laboratory personnel |icense, or a
phl ebot om st deened qualified by the director
of a clinical |laboratory which is |licensed by
the state.

(2) The area of puncture shall be thoroughly
cl eansed and disinfected with an aqueous
solution of non-volatile antiseptic. Al cohol
shall not be used as a disinfectant if the
bl ood speci nen shall be tested for al cohol
content.

(3) Bl ood shall be drawn with a sterile dry
needl e into a vacuum container; or a sterile
dry needl e and syringe and deposited in a
clean dry container. The contai ner shall be
capped or stoppered and seal ed.

(4) Each speci men nust have the follow ng
i nf ormati on:

(A) The individual's speci nen nunber.
(B) Date, tine and place of bl ood specinmen
col I ecti on.
(© Nane of the person draw ng bl ood; and
(D) Type and anmount of preservative or
anti coagul ant, or both, used, if any.
[ Ef f ] (Auth: HRS
88329B-4, 329B-8) (Inp: HRS 8329B-4)

811-113-8 Licensing of |laboratories. (a) No
| aboratory in the state shall store or test specinens
pursuant to this chapter without a current and valid
subst ance abuse testing |icense fromthe departnent.

(b) A laboratory seeking licensure shall submt
to the departnment a request in witing, for an
application form

(c) Each |icense issued pursuant to this chapter
shall be issued to the owner of the |laboratory and shal
expire twenty-four nonths fromthe date of issuance.

(d) A laboratory nust neet all of the follow ng
provisions to qualify for |icensure:

(1) The laboratory is located in this State.

(2) Laboratory personnel mneet the qualifications

specified in section 11-113-15.

(3) The laboratory facility perform ng substance

abuse testing shall be secured.
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§11-113-5

(4) The laboratory shall use proper chain of
cust ody procedures.

(5) The |l aboratory shall use screening or
confirmatory testing procedures, or both,
whi ch are acceptable to the director.

(6) The laboratory shall have a quality assurance
program which is acceptable to the director.

(7) The laboratory nust be enrolled in a
performance testing programwhich is
acceptable to the director, at no cost to the
depart nment .

(e) As conditions to obtain |icensure, the

| aboratory nust agree to and execute the foll ow ng:

(1) Submt to the departnment all results of
performance testing in a tinely manner;

(2) Receive, test, and submt reports to the
departnment on performance testing sanpl es
whi ch may be supplied by the departnent, at
no cost to the departnent.

(3) Notify the department within thirty days of
any significant change in personnel,
procedures, or operations which may affect
the reliability and accuracy of testing and
the accurate reporting of test results.

(4) Submt to onsite inspections by the director
or the director's representative. A
| aboratory will be given at |east twenty-four
hours' oral or witten notice, or both,
bef ore any inspection.

(f) The director may issue a |license to any

| aboratory that neets the provisions of subsections (d)
and (e) of this section and passes:

(1) An official |aboratory inspection conducted
by the departnent, and

(2) A performance test acceptable to the
director.

(g) Testing of sanples fromHawaii perforned in
another state nmay be perforned only by | aboratories
currently licensed by that state to conduct substance
abuse testing, and whose standards are conparable to
t hose contained in this chapter, and approved in witing
by the director. The departnent shall not issue |icenses
to laboratories not physically located in this State.

(h) Under interimconditions, the director may
issue a provisional license of |imted duration to any
| aboratory in the state which neets the provisions of
subsection (d) of this section.

(i) Alicense shall be forfeited prior to
its expiration date if one or nore of the follow ng
occurs:
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(2)

(3)
(4)
(i)

(1)

(2)

(3)
(k)

(1) The owner sells or otherw se transfers

t he ownership of the | aboratory.

There is a change in the location of the

| aboratory or structural alteration w thout
prior witten approval by the departnent,

whi ch may affect adversely the quality of
testing.

The |icense holder surrenders the license to
t he depart nent.

The license holder fails to nake full paynment
of the license fee.

Upon any change in the ownership of a

| aboratory, the director nmay issue a

provi sional |icense, upon witten application
by the new owner pursuant to subsection (b)
of this section;

For a period not to exceed ninety days from
the date of the change in the ownership of

t he | aboratory,

Upon witten assurance by the new owner that
t he operation of the laboratory will continue
to neet all provisions of subsection (d) of
this section; and

Upon onsite inspection by the director or the
director's representative.

The |icense shall specify the name and
address of the | aboratory, the name of the
owner, types of specinens and tests which the
licensee is allowed to performand the

subst ances of abuse for which the |licensee is
all owed to anal yze, and the designated cutoff
| evel s. The |icensee nust apply to the
director of health for witten approval of
any changes or additions of tests of

subst ances of abuse. [ Eff

] (Auth: HRS 88329B-4, 329B-8) (Inp: HRS
8329B- 4)

811-113-8 Revocati on of |aboratory license. (a)

(b)
(1)
(2)
(3)

The director shall revoke |icensure of any

| aboratory |icensed under this chapter if the
director determnes that the reliability and
accuracy of substance abuse tests and the
accurate reporting of test results by a

| i censed | aboratory can no | onger be ensured.
The followi ng factors shall be considered in
det erm ni ng whet her revocation is necessary:
Unsati sfactory performance in anal yzi ng and
reporting the results of drug tests;

Unsati sfactory results in performance testing
or | aboratory inspections;

Unsati sfactory participation in testing of
speci mens provi ded by the departnent;
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(4)
(5)

(6)

(c)

A material violation of any |icensure
provision in this chapter;

Conviction for any crimnal offense by key
personnel of the |aboratory in any incident
directly related to the operations or

mai nt enance of the | aboratory, pursuant to
chapter 831, Hawaii Revised Statutes;

Any ot her cause which materially affects the
ability of the [aboratory to ensure the
reliability and accuracy of drug tests and
the accurate reporting of results, as
determ ned by the director.

The period and terns of revocation shall be
determ ned by the director and shall depend
on the facts and circunstances of the
revocation and the need to ensure accurate
and reliable substance abuse testing. [Eff
] (Auth: HRS 88329B-4, 329B-8) (Inp: HRS
8329B- 4)

811-113-10  Suspension of |aboratory license. (a)

(1)

(2)

(b)

The director may i medi ately suspend a

| aboratory's license if:

There is reason to believe that i mediate
action is necessary to protect the
confidentiality of information concerning the
tested individual; or

There is reason to conclude that factors
which significantly affect the achi evenent of
reliable and accurate test results exist, as
determ ned by the director.

The period and terns of suspension shal

be determ ned by the director and shall depend upon the

facts and circunstances of the suspension and
the need to ensure reliable and accurate
subst ance abuse testing. [Eff

(Auth: HRS 88329B-4, 329B-8) (Inp: HRS
8329B- 4)

811-113-11 Qoportunity for review of | aboratory

(b)

licensure. (a) Wen the director suspends
or seeks to revoke licensure, the director
shall imrediately serve the |aboratory with
witten notice of the suspension or proposed
revocati on by personal service, or by
registered or certified mail, return receipt
request ed.

The written notice shall state that the
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| aboratory will be afforded an opportunity
for a hearing of the suspension or proposed
revocation if it so requests in witing
within thirty days of the date of mailing or
service of the notice. The review shall be
conducted by one or nore hearing officers
designated by the director. [Eff

] (Auth: HRS 88329B-4, 329B-8) (Inp: HRS
8329B- 4)

811-113-12 Suspensi on effective date. A

suspensi on shall be effective imediately. A
proposed revocation shall be effective thirty
days after witten notice is given, or, if
review i s requested, upon the hearing

of ficer's decision to uphold the proposed
revocation. If the hearing officer does not
uphol d t he suspensi on or proposed revocati on,
t he suspension shall termnate i medi ately
and any proposed revocation shall not take
effect. [Eff ] (Auth: HRS
88329B-4, 329B-8) (Inp: HRS 8329B-4)

811-113-13 Relicensing of |aboratory. Follow ng

the term nation or expiration of any
suspensi on or revocation, a |aboratory may
apply for relicensing. Upon the subm ssion of
evi dence satisfactory to the director that
the |aboratory is in conpliance with this
chapter, and any other conditions inposed as
part of the suspension or revocation, the
director may relicense the | aboratory. [Eff
] (Auth: HRS 88329B-4, 329B-8) (Inp: HRS
8329B- 4)

811-113-14 Renewal of | aboratory |icense.

Laboratori es seeking licensure renewal should
request renewal in witing to the depart nment
not |less than three nonths prior to the
expiration date of the license in force. [Eff
] (Auth: HRS 88329B-4, 329B-8) (Inp: HRS
8329B- 4)

811-113-15 Laboratory personnel. (a) The

(1)

| aboratory shall have a scientific director
to assune overall professional responsibility
for the laboratory's drug testing facility.
Thi s individual shall have the foll ow ng

m ni mum qual i fications:

A Ph.D. in one of the natural sciences such
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(2)
(b)

(c)

(1)

(2)

(3)

as toxicol ogy, pharnmacol ogy, chemstry, or

bi ol ogi cal chemstry, or training

andexperi ence conparable to a Ph.D. in one of
the natural sciences, such as a nedical or
scientific degree with additional training
and | aboratory/research experience in

t oxi col ogy, pharnmacol ogy, chem stry, or

bi ol ogi cal chem stry; and

Appropriate experience in analytical forensic
t oxi col ogy.

The scientific director shall be responsible
for the day-to-day nmanagenent of the

subst ance abuse testing | aboratory, ensuring
t he conpetency of |aboratory personnel by
docunenting their training, reviewng their
wor k performance, and verifying their skills,
for the continued mai ntenance of the
procedure manual, maintaining quality
assurance program and assuring and
docunenting the validity, reliability,
accuracy, precision and perfornmance
characteristics of each test and test system
The scientific director shall review al
confirmatory test results for accuracy and
reliability, and all chain of custody
docunents for speci mens whi ch have vyi el ded
positive test results.

Al | persons who perform substance abuse
testing shall neet one of the follow ng

requi renments:

Have a bachelor's degree froma coll ege or
university which is acceptable to the
departnment, with a mninumof fifteen
senester hours in college |level chemstry
cour ses;

Have a license as clinical |aboratory

t echnol ogi st or specialist in clinical

chem stry fromthe departnent; or

Have a m ni num of four years of experience as
an anal yst in substance abuse testing,

anal ytical chemstry, clinical chemstry, or
bi ol ogi cal chem stry.[Eff

(Auth: HRS 88329B-4, 329B-8) (Imp: HRS
8329B- 4)

811-113-16 Per f or rance test requirenent for

(1)

licensure. (a) The performance testing
programis part of:
The initial evaluation of a |aboratory
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(a)

(2)
(b)

(c)

(d)

seeking |icensure; and
The continui ng assessnent of | aboratory
per f ormance necessary to maintain |icensure.
Successful participation in three consecutive
cycles of testing shall be required before a
| aboratory is eligible to be considered for
i nspection and certification. These initial
three cycles (and any required for
recertification) can be conpressed into a
three nonth period (one per nonth). The
performance tests shall i1nclude all drugs or
nmet abol i tes of drugs, or al cohol for which
the | aboratory shall be licensed to anal yze.
After certification, |aboratories shall be
chal | enged every three nonths for a total of
four cycles per year.
The performance testing program nust be
acceptable to the director. [Eff

(Auth: HRS 88329B-4, 329B-8) (Inp: HRS
8329B- 4)

811-113-17 Eval uati on of performance testing.
Initial application for |icensure:

(1)

(2)

(3)

(4)

(5)

An applicant |aboratory shall not report any
fal se positive results during perfornmance
testing for initial certification.

An applicant |aboratory shall maintain an
overal |l grade |evel of eighty per cent for
the three cycles of perfornmance testing
required for initial certification, as
determ ned by the perfornance testing program
or by the director when applicabl e.

An applicant |aboratory shall obtain at |east
ei ghty per cent of its quantitative val ues
for confirmatory testing which are within
plus or mnus twenty per cent or plus or

m nus two standard devi ations of the
reference group nean (whichever is larger).
Failure to achieve eighty per cent wll
result in disqualification

An applicant | aboratory shall not obtain any
gquantitative values that differ by nore than
fifty per cent fromthe cal cul ated reference
group mean. Any quantitative val ues that
differ by nore than fifty per cent wll
result in disqualification

For any individual substance of abuse or

net abolite, an applicant |aboratory shal
successfully detect and quantitate in
accordance with subsections (a)(2), (3), and
(4) of this section at least fifty per cent
of the total drug challenges. Failure to
successfully quantitate at least fifty per
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(b)

(c)

cent of the challenges for any individual
drug will result in disqualification

In order to remain |icensed, |aboratories
must successfully conplete four cycles of
performance testing per year. Failure to
mai ntain a grade of eighty per cent on any
requi red performance test cycle may result in
suspensi on or revocation of certification.
The results of ongoing testing by |icensed
| aboratories of performance test sanples
shall be sent by the scientific director to
the departnent in a tinely manner.

A false positive result may be a basis for
suspension. [Eff ] (Auth: HRS
8§8329B-4, 329B-8) (Inp: HRS 8329B-4)

8§11-113-18 Laboratory procedures. (a) Wen a

(b)

(c)

(d)

shi pment of specinmens is received, |aboratory
personnel shall inspect each package for

evi dence of possible tanpering and conpare

i nformati on on speci nen bottles within each
package to the information on the
acconpanyi ng chain of custody forns. Any
direct evidence of tanpering or discrepancies
in the informati on on specinen bottles and
the chain of custody forns attached to the
shi pnent shall be imediately reported to the
third party and shall be noted on the chain
of custody formwhich shall acconpany the
speci mens while they are in the |aboratory's
possessi on.

Speci men bottles or containers will normally
be retained within the | aboratory's accession
area until all anal yses have been conpl et ed.
Aliquots and the | aboratory's chain of
custody forns shall be used by |aboratory
personnel for conducting tests.

Speci nens that do not receive a test within
seven days of arrival at the |aboratory shal
be placed in secure refrigeration units at

t enper at ures not exceedi ng ten degrees

Centi grade. Energency power equi pnent shal

be avail able in case of prolonged power
failure.

Wien conducting either screening or
confirmatory tests, each batch of specinens
shall contain an appropriate nunber of
standards for calibrating the instrunentation
and a mninumof ten per cent of controls.
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(e) No | aboratory shall test for any substance
which is not included in a witten statenent
fromthe third party specifying the
substances to be tested for.

(f) The screening test shall use an i munoassay
whi ch neets the requirenents of the Food and
Drug Adm nistration for comercia
distribution, or any other nethod approved by
the director. The cutoff |evels screening

tests of urine specinens shall include, but
not be limted to, the foll ow ng:
(1) Marijuana nmetabolites---------- 100 ng/ m
(2) Cocai ne netabolites------------ 300 ng/ m
(3) Anphetamnes------------------- 1000 ng/ m
(4) Qpi ate netabolites------------- 300 ng/ m
(5) Phencycl i di ne and net abolites-- 25 ng/m
(6)
Barbiturates------------------- 300
ng/ m
(7) Met haqual one------------------- 300 ng/ m
(8) Benzodi azepines---------------- 300 ng/ m
(9) Propoxyphene--------------u---- 300 ng/ m
(10) Methadone---------------------- 300 ng/ m
Cutoff levels in screening tests for other drugs and for

usi ng bl ood speci mens shall be approved in
witing by the director.

(g) Al specinens which have presunptive positive
test results shall be confirnmed using gas
chr omat ogr aphy/ mass spectronetry techni ques
or any other techni que deened appropriate by
the director. Al confirmations shall be by
guantitative anal ysis.

(h) The cutoff levels for confirmatory testing of
urine speci nens shall include, but not be
limted to, the foll ow ng:
(1) Marijuana netabolites---------- 15 ng/ m
(2) Cocaine netabolites------------ 150 ng/ m
(3) Mrphine----------------------- 300 ng/m
(4) Codeine------------------------ 300 ng/m
(5) Phencyclidine------------------ 25 ng/ m
(6) Anphetamine-------------------- 500 ng/
(7) Methanphetamne---------------- 500 ng/
(8) Barbiturates------------------- 200 ng/m
(9) Methaqualone------------------- 200
ng/ m
(10)

Benzodi azepines---------------- 200 ng/ m
(11)

Propoxyphene--------------u---- 200 ng/ m
(12)

Met hadone-----------------u---- 200 ng/ m
(13) Al cohol ------------nn-n- 0. 050

gram 100 m

Cutoff levels in confirmatory testing for other drugs
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(i)

(i)

(k)

(1)

(m

(n)

and for using bl ood specinens shall be
approved in witing by the director.
Before any test result is reported, it shal
be reviewed and the test certified as
accurate by the scientific director.
The | aboratory may transmt results and ot her
information to the nedical review officer by
various el ectronic neans in a manner desi gned
to ensure confidentiality of the information.
Results may not be provided verbally by
t el ephone. The | aboratory shall ensure the
security of the data transm ssion.
Unl ess otherwi se instructed by the third
party in witing, all records pertaining to a
gi ven speci nen shall be retained by the
| aboratory for a m ninmumof two years.
Unl ess ot herwi se authorized in witing by the
third party, |aboratories shall retain and
place in properly secured |long-termfrozen
storage the renai nder of all positive
speci mens at m nus ten degrees Centigrade or
| ower for a mninum of one year all specinens
with a positive test result. Wthin this one
year period the third party may request the
| aboratory to retain the specinen for an
addi tional period of time, but if no such
request is received the | aboratory may
di scard the specinen after the end of one
year, except that the |aboratory shall be
required to store any speci nens under | egal
chall enge for an indefinite period.
A retest is not subject to a specific cutoff
requi rement but nust provide data sufficient
to confirmthe presence of the drug or
met abol i te.
Speci nens whi ch are negative for the
request ed substance abuse tests shall be
di scarded within one week after the reporting
of the negative test result. [Eff

(Auth: HRS 88329B-4, 329B-6, 329B-8) (Inp:
HRS §8329B-4, 329B-6)

811-113-19 Quality assurance and quality control.

(a) Laboratories shall have a quality
assurance program whi ch enconpasses al
aspects of the testing process including but
not limted to specimen acquisition, chain of
custody, security and reporting of results,
initial and confirmatory testing, and
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(b)
(1)
(3)
(c)

(d)

(e)

(f)
(1)
(3)
(9)

val idation of analytical procedures. Quality
assurance procedures shall be designed,

i mpl enented, and reviewed to nonitor the
conduct of each step of the process of

testing.
Each anal ytical run of specinens to be
screened shal |l incl ude:

Speci nens certified to contain no drugs;

Speci nens fortified with known standards; and
Positive controls with the drug or netabolite
at or near the cutoff.

In addition, with each batch of specinens a
suf ficient nunber of standards shall be

i ncluded to ensure and docunent the linearity
of the assay nethod over tine in the
concentration area of the cutoff. After
accept abl e val ues are obtained for the known
standards, those values will be used to

cal cul at e speci nen dat a.

| npl erent ation of procedures to ensure that
carryover does not contam nate the testing of
an individual's specinen shall be docunented.
A mninumof ten per cent of all test

speci nens shall be quality control specinens.
Laboratory quality control sanples, prepared
from spi ked sanpl es of determ ned
concentration shall be included in the run
and shoul d appear as nornal sanples to

| abor at ory anal ysts.

Each anal ytical run of specinens to be
confirmed shall include:

Speci nens certified to contain no drugs;

Speci nens fortified with known standards; and
Positive controls with the drug or netabolite
at or near the cutoff.

The linearity and precision of the method
shall be periodically docunented. [Eff

] (Auth: HRS 88329B-4, 329B-8) (Inp: HRS
8329B- 4)

811-113-20 Medi cal review officer |icense.

(b)
(c)

(a) For purposes of this chapter, no person
shall serve as a nedical review officer

wi t hout possessing a current and valid

medi cal review officer |license fromthe
director.

Al requests for licensure shall be in
witing to the director.

To qualify for licensure, a person mnust
present evidence of being a physician

i censed to practice nmedicine in this or
anot her state, and of now edge of substance
abuse disorders. After review of an
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(d)
(e)

()

applicant's professional experience in

subst ance abuse, the director may issue a

i cense to the applicant.

The termof the license shall be twenty-four
nmonths fromthe date of issue

Any physician |licensed pursuant to this
section shall possess a current physician's
license at all tinmes.

The director shall keep a current listing of
all medical review officers practicing in the
state. This listing may be sent to any third
party in this state upon witten request.

[ Ef f ] (Auth: HRS 88329B- 2,
329B-4, 329B-5, 329B-8) (Inp: HRS 88329B-2,
329B-4, 329B-5)

811-113-21 Revocation, suspension, or denial of

(1)

(2)

(3)

(4)

(5)

(6)

(7)

medi cal review officer's |icense. (a) Any
medi cal review officer |icense may be revoked
or suspended by the director at any tinme , or
may be denied, for any one or nore of the
following acts or conditions on the part of

t he hol der of such license or the applicant

t herefor:

Bei ng habituated to the excessive use of
drugs or alcohol; or being addicted to,
dependent on, or an habitual user of a
narcotic, barbiturate, anphetam ne,

hal | uci nogen, or other drug having simlar
effects;

Practicing as a nedical review officer while
the ability to practice is inpaired by

al cohol, drugs, or nmental instability;
Procuring a license through fraud,

m srepresentation, or deceit or know ngly
permtting an unlicensed person to perform
activities requiring a license;

Pr of essi onal m sconduct, gross negligence, or
mani f est incapacity in functioning as a

nmedi cal review officer;

Revocati on, suspension, or other disciplinary
action by another state or federal agency of
a license or certificate for reasons as
provided in this section;

Convi ction, whether by nol o contendere or

ot herwi se, of a penal offense substantially
related to the qualifications, functions, or
duties of a physician;

Vi ol ation of chapter 329, Hawaii Revised
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(8)

(9)

(b)

(c)

Statutes, Uniform Controlled Substance Act,
or any administrative rul e adopted

t her eunder ;

Failure to report to the director, in
witing, any disciplinary decision issued
agai nst the licensee or the applicant in
another jurisdiction within thirty days after
the di sciplinary decision is issued,;
Submtting to or filing with the director any
notice, statenent, or other docunent required
under this chapter, which is false or untrue
or contains any material msstatenment or

om ssion of fact.

A medi cal review officer license may be
revoked by the director if the director
determ nes that revocation is necessary to
ensure conpliance with the provisions of this
chapter. The period and terns of revocation
shall be determ ned by the director and shal
depend on the facts and circunstances of the
revocation, and the need to ensure
confidentiality of test results and ot her
medi cal information.

A medi cal review officer license may be

i medi ately suspended by the director if

evi dence of one or nore of the acts or
conditions set forth in subsection (a) of
this section exists, or upon conviction for
any crimnal offense conmmtted in any
incident directly related to the duties or
functions of the nedical review officer
pursuant to chapter 831, Hawaii Revised
Statutes. The period and terns of suspension
shall be determ ned by the director and shal
depend upon the facts and circunstances of

t he suspension. [Eff ] (Auth:
HRS 88329B-2, 329B-4, 329B-5, 329B-8) (Inp:
HRS 88329B- 2, 329B-4, 329B-5)

811-113-22 Qpportunity for review, nedical review

(1)
(2)

of ficer Iicensure. (a) Wien the director
seeks to suspend or revoke the license of a
nmedi cal review officer, the director shal

i medi ately serve the nedical review officer
with witten notice of the suspension or
proposed revocation by personal service, or
by registered or certified mail, return
recei pt requested. The notice shall state the
fol | ow ng:

The reasons for the suspension or proposed
revocati on;

The terns of the suspension or proposed
revocation; and
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(3) The period of suspension or proposed
revocati on.

(b) The witten notice shall state that the
medi cal review officer will be afforded an
opportunity for a hearing of the suspension
or proposed revocation if the officer so
requests in witing within thirty days of the
date of mailing or service of the notice. The
revi ew shall be conducted by a hearing
of fi cer designated by the director and shal
be based on written subm ssions by the
medi cal review officer to the departnent.

(c) A suspension shall be effective inmediately.
A proposed revocation shall be effective
thirty days after witten notice is given, or
if reviewis requested, upon the hearing
officer's decision to uphold the suspension
or proposed revocation. If the hearing
of ficer decides not to uphold the suspension
or proposed revocation, the suspension shal
termnate i medi ately and any proposed
revocation shall not take effect. [Eff

(Auth: HRS 88329B-5, 329B-8) (Inmp. HRS
8329B- 5)

811-113-23 Relicensing of nedical review officer.
Following the termnation or expiration of
any suspension or revocation, the individual
may apply for relicensing. Upon the
subm ssion of evidence satisfactory to the
director that the individual is in conpliance
with this chapter, and any other conditions
I nposed as part of the suspension or
revocation, the director may relicense the
i ndi vi dual

[ Ef f ] (Auth: HRS 88329B-5, 329B-8)
(I'mp: HRS 8329B-5)

811-113-24 Renewal of nedical review officer
| i cense. A nedi cal review officer seeking
i censure renewal should submt a witten
request for renewal to the departnent not
| ess than two nonths prior to the effective
expiration date of the current |icense.
[ Ef f ] (Auth: HRS 88329B-5,
329B-8) (I nmp: HRS 8§329B-5)
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811-113-25 Responsibilities of nmedical review

(b)

(1)
(2)
(3)
(4)

(5)

(6)

(7)
(c)

(d)

(e)

(f)

(9)

of ficer. (a) The medical review officer
shall receive fromthe | aboratory al
positive test results and all chain of
custody forns, and fromthe collection site,
i nformati on about speci nmen-i ndi vi dual
identifiers. If so desired by the third
party, the nedical review officer may al so
receive fromthe | aboratory negative test
resul ts.

For each positive test result, the nedical
review of fi cer shall determ ne whether the
result can be attributable to factors other
t han substance abuse. The nedi cal review
officer is responsible for the foll ow ng
actions:

Consult with the | aboratory officials if
necessary.

Request, if needed, a quantitative
description of test results.

Informthe tested individual of the test
resul ts.

O fer to conduct a nedical interviewwth the
tested individual, but not necessarily face
to face.

Revi ew t he individual's nedication disclosure
form nedical history, or any other rel evant
bi omedi cal factors which the individual has
provi ded.

Order a reanal ysis of the original specinmen
by a |l aboratory if necessary.

Consult with the third party, if necessary.
The nedical review officer shall verify a
positive test result if the positive result
I's consistent with substance abuse based on
the information obtained in subsection (b) of
this section.

The nedical review officer shall report to
the third party all verified positive test
results. The individual s whose speci nens

yi el ded verified positive test results shal
al so be notified of the results by the

nmedi cal review of ficer.

The nedical review officer shall designate as
negative results all positive test results
whi ch cannot be verified.

The nedical review officer shall keep
confidential all medication disclosure forns
and all individuals' nedical histories.

The nedical review officer shall retain
records for three years unless notified by
the third party that the test results are
under |egal challenge, in which case the
records shall be retained for an indefinite
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period of tine. [ Ef f ]
(Auth: HRS 88329B-2, 329B-4, 329B-5, 329B-8)
(I'np: HRS 88329B-2, 329B-4, 329B-5)

811-113-26  Shipping of specinens. Specinens

shall be placed in containers designed to

mnimze the possibility of damage during

shi pment to the substance abuse testing

| aboratory. The containers shall be securely

sealed to elimnate the possibility of

undet ected tanpering. On the tape sealing the

contai ner, the sender shall sign and enter

the date of sealing in the container for

shi pnent. The appropriate chain of custody

docunent ati on shall be attached to each

contai ner sealed for shipnment to the

subst ance abuse testing |aboratory. [Eff
(Auth: HRS 88329B-4, 329B-8) (Inp: HRS

8329B- 4)

811-113-27 Chain of custody. Procedures shall be

instituted to account for the integrity of
each specinen by tracking its handling and
storage fromthe point of specinmen collection
to final disposition of the speci nen. These
procedures shall require that a chain of
custody form be used fromthe tine of
collection to the receipt by the | aboratory
and that upon receipt by the |aboratory an
appropriate | aboratory chain of custody form
be used for the specinen or specinen ali quot
within the | aboratory. Chain of custody forns
shall, at a mninmum include an entry
docunenti ng date and purpose each tinme a
speci men or aliquot is handled or transferred
and identifying every individual in the chain
of custody. The chain of custody of the

col lecting site shall contain the "coded"
identity of the individuals being tested.

The | aboratory chain of custody shall either
use the coded identity of the collection
site, or the accessioning nunber assigned by
the | aboratory, in which case |aboratory
chain of custody shall contain both the code
and accessioning nunber. [Eff

(Auth: HRS 88329B-4, 329B-8) (Imp: HRS
8329B- 4)
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(a)

[ Eff

811-113-28 Medi cation disclosure form
A medi cation disclosure formshall be presented to

(b)

(c)

each individual to be tested before the
i ndi vi dual provi des a speci nen.
The nedi cation di sclosure formshall not
contain the individual's nane, but shall
contain the individual's speci men nunber, the
date of specinen collection, the | ocation of
the collection site, the name of the
collection site person, and the nane of the
testing | aboratory.
Only information contained in the medication
di scl osure formmay be revealed to the third
party by the nedical review officer. [ Eff
(Auth: HRS 88329B-5, 329B-8) (Inp: HRS
8329B- 5)

811-113-29 Reports. (a) The report fromthe

(c)

(d)

| aboratory to the nedi cal review officer
shall contain information on tests performnmed
on speci mens for drugs or the nmetabolites of
drugs, including:
The type of test conducted for each speci nmen.
The cutoff |evel used to distinguish positive
and negative specinens on both the initial
and confirmatory tests.
The nane and address of the |aboratory.
Any addi tional information concerning the
tests.
I n any arrangenent between | aboratories,
whi ch invol ves the transfer of specinens or
portions of specinens, the anal yzing
| aboratory shall be identified in al
reports.
No report to the third party shall contain
any indication of presunptive positive test
results or positive test results which cannot
be verifi ed.
Procedures nust be in place to ensure that
the identity of an individual with a
presunptive positive test result or an
unverified positive test result, cannot be
determ ned by the third party in any manner,
i ncluding, but not limted to, the nethod of
billing the third party and the time within
which results are provided to the third
party.

(Auth: HRS 88329B-4, 329B-5,
329B-6, 329B-8) (Inp: HRS 88329B-4, 329B-5,
329B- 6)
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811-113-30 Transmttal of reports. The
| aboratory may transmt test results to the
medi cal review officer by various electronic
nmeans in a manner designed to ensure
confidentiality of the information. Results
may not be provided verbally by tel ephone.
The | aboratory shall ensure the security of
the data transm ssion and Iimt access to any
data transm ssion, storage, and retrieva
system [Eff ] (Auth: HRS
88329B-4, 329B-5, 329B-6, 329B-8) (Inp: HRS
8§8329B-4, 329B-5, 329B-6)

8§11-113-31 Licensing fees. (a) The follow ng
fees shall be paid to the departnment for a
| aboratory |icense:

Type of License
Screening Confirmatory Both

Application $100. 00 $100. 00 $100. 00
Initial |icense 250. 00 500. 00 750. 00
Renewal of |icense 100. 00 100. 00 100. 00
Restoration of |icense 150.00 150. 00 150. 00
(b) Fees are non-refundabl e.
[ Ef f ] (Auth: HRS 88329B- 4,

329B-8) (Inp: HRS 8329B-4)

811-113-32 Confidentiality. (a) Any information
concerning a substance abuse test pursuant to
this chapter shall be strictly confidential.
Such information shall not be released to
anyone without the informed witten consent
of the individual tested and shall not be
rel eased or made public upon subpoena or any
ot her nethod of discovery, except that
information related to a positive test result
of an individual shall be disclosed to the
i ndividual, the third party, or the decision
maker in a |awsuit, grievance, or other
proceeding initiated by or on behalf of the
I ndi vidual tested and arising frompositive
confirmatory test result.

(b) Any person who receives or cones into
possessi on of any information protected under
this chapter shall be subject to the same
obligation of confidentiality as the party
fromwhomthe information was received. [Eff

113-"B



] (Auth: HRS §§329B-4, 329B-5, 329B- 6,
329B-8) (Inp: HRS §§329B-4, 329B-5, 329B-6)

811-113-33 Renedi es. (a) Any person, agency, or

(b)

entity that wilfully and know ngly viol ates
any provision of this chapter shall be fined
not | ess than $1,000 but not nore than

$10, 000 for each violation as set by the
departnment, plus reasonable court costs and
attorney's fees as determ ned by the court,
whi ch penalty and costs shall be paid to the
aggri eved person. This subsection shall not
be construed as limting the right of any
person or persons to recover actual damages.
In addition to any other enforcenent
nmechani sm al | oned by | aw, any person, agency,
or entity that commts, or proposes to
conmt, any act in violation of this chapter
may be enjoined therefromby a court of
conpetent jurisdiction. An action for
injunctive relief under this subsection may
be brought by any aggrieved person that wll
fairly and adequately represent the interests
of the protected cl ass. [ Eff

] (Auth: HRS 88329B-7, 329B-8) (Ilnp: HRS
8329B-7)

811-113-34 Severability clause. Should any

section, paragraph, sentence, clause, phrase
or application of this chapter be declared
unconstitutional or invalid for any reason,

t he remai nder of this chapter shall not be
affected thereby. [Eff ]
(Auth: HRS 8329B-8) (Inp: HRS 88329B-1,
329B-2. 329B-3, 329B-4, 329B-5, 329B-6,
329B-7)
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